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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Office  of  the  Seoretary 
NATIONAL  BLOOD  POLICY 

Department  Response  to  Private  Sector 
Implementation  Plan 

Introduction.  In  the  Federal  Register 
of  March  8,  1974,  the  Department  of 
Health,  Education,  and  Welfare  pub¬ 
lished  a  proposed  plan,  developed  by  the 
private  sector,  to  implement  the  National 
Blood  Policy,  and  invited  broad  public 
participation  in  commenting  on  the  plan 
and  assessing  its  adequacy.  Approxi¬ 
mately  250  public  comments  were  re¬ 
ceived  by  the  close  of  the  comment  period 
on  May  7.  The  Department  has  now  com¬ 
pleted  its  review  of  all  these  comments 
and  is  prepared  to  announce  its  decision 
regarding  the  proposed  implementation 
plan.  The  purpose  of  this  Federal  Regis¬ 
ter  notice  is  to  state  publicly,  and  for 
the  record,  the  Department’s  response  to 
the  private  sector’s  American  Blood 
Commission  plan.  In  order  to  provide  a 
context  which  will  enable  the  reader  to 
understand  fully  the  implications  of  the 
Departments’  position,  it  is  important  to 
review  the  background  against  which 
the  policy  was  developed,  and  the  subse¬ 
quent  course  of  events  since  the  policy 
was  first  announced. 

Background.  In  March  1972,  the  Presi¬ 
dent  called  upon  the  Department  of 
Health,  Education,  and  Welfare  to  make 
an  intensive  study  and  to  recommend  to 
him  as  soon  as  possible  a  plan  for  de¬ 
veloping  a  safe,  fast,  and  efficient  nation¬ 
wide  blood  collection  and  distribution 
system. 

The  Assistant  Secretary  for  Health  ap¬ 
pointed  a  task  force,  chaired  by  his 
Special  Assistant,  to  undertake  a 
thorough  investigation  of  the  nation’s 
blood  collection  and  distribution  system 
and  recommend  a  national  policy.  The 
task  force  included  representatives  from 
the  Food  and  Drug  Administration,  the 
National  Institutes  of  Health,  the  Center 
for  Disease  Control,  and  the  (then) 
Health  Services  and  Mental  Health  Ad¬ 
ministration.  A  full  statement  of  the 
major  findings  by  the  HEW  Task  Force 
on  Blood  Banking  is  included  as  an  Ap¬ 
pendix  at  the  end  of  this  Federal  Regis¬ 
ter  Notice. 

The  task  force  identified  the  follow¬ 
ing  four  major  problems  in  the  existing 

system: 

1.  Supply.  The  supply  of  blood  and 
blood  products  is  not  always  adequate 
to  meet  all  of  the  treatment  needs  of  the 
American  people. 

2.  Quality.  The  quality  of  the  blood 
supply  is  uneven.  Reliance  upon  com¬ 
mercial  sources  of  blood  and  blood  com¬ 
ponents  for  transfusion  therapy  has  con¬ 
tributed  to  an  inordinate  incidence  of 
hepatitis. 

Nationwide  reporting  of  hepatitis  is 
unreliable.  Nevertheless,  we  estimate  that 
there  are  17,000  cases  of  overt  posttrans¬ 
fusion  hepatitis  per  year  and  about  850 
deaths  from  this  disease. 

3.  Efficiency.  There  are  gross  inefficien¬ 
cies  in  the  collection,  processing,  and 


utilization  of  this  precious  national  re¬ 
source.  Approximately  25  percent  of  the 
8.8  million  units  of  whole  blood  collected 
annually  for  transfussion  are  never 
transfused.  The  vast  majority  of  these 
non-transfused  units  are  wasted  through 
outdating. 

4.  Accessibility.  The  cost  of  blood  and 
blood  products  is  a  burden  to  many 
people,  especially  those  with  low  incomes, 
those  with  unusually  large  or  frequent 
requirements,  and  those  who  require  rare 
and  expensive  blood  and  blood  products. 

The  task  force  concluded  that  these 
four  problems  cannot  be  solved  without 
coordination  of  the  now  fragmented 
governmental,  private  non-profit,  and 
commercial  elements  which  comprise  the 
present  system.  To  acliieve  this  coordi¬ 
nation,  and  to  provide  a  comprehensive 
framework  for  improving  the  blood  serv¬ 
ice  system,  the  task  force  formulated  a 
National  Blood  Policy.  The  policy  holds 
that  coordination  can  best  be  brought 
about  cooperatively  by  building  upon 
existing  strengths  in  the  present  system 
in  an  orderly  and  constructive  way.  Any 
other  course  of  action  towards  solution 
of  the  complicated  problems  of  blood  col¬ 
lection  and  distribution — including  an 
attempt  to  create  a  monolith — could 
jeopardize  continuity  of  essential  serv¬ 
ices  and  products. 

The  National  Blood  Policy  thus  calls 
for  a  pluralistic  and  evolutionary  ap¬ 
proach  to  the  solution  of  blood  collection 
and  distribution  problems.  It  seeks  to  ac¬ 
celerate  development  of  an  all-voluntary 
blood  donor  system.  It  establishes  four 
goals  and  articulates  nine  policy  ele¬ 
ments  designed  to  correct  deficiencies  in 
the  present  system  and  achieve  these 
goals.  The  tenth  and  final  policy  ele¬ 
ment  provides  that  the  Secretary  of  the 
Department  of  Health,  Education,  and 
Welfare  shall  be  responsible  for  the  im¬ 
plementation  of  the  total  National  Blood 
Policy.  The  implementation  strategy  de¬ 
pends  on  a  two-pronged  cooperative 
effort  to  be  carried  out  by  the  Federal 
Government  and  the  private  sector,  re¬ 
spectively.  The  Federal  Government  will 
be  active  in  regulation,  research,  evalua¬ 
tion,  and  reimbursement,  while  the  pri¬ 
vate  sector,  including  donors,  recipients, 
and  everyone  between,  is  charged  with 
improving  the  organization  of  the  Blood 
Service  Complex  and  the  operational  as¬ 
pects  of  blood  collection,  processing,  and 
utilization  to  implement  the  National 
Policy. 

Although  this  comprehensive  policy  ac¬ 
celerates  the  evolution  of  an  all-voluntary 
supply  of  blood  and  blood  components, 
it  leaves  untouched,  for  the  time  being, 
the  commercial  acquisition  of  plasma 
and  the  preparation  and  marketing  of 
plasma  derivatives,  and  the  commercial 
acquisition  of  blood  for  preparation  of 
diagnostic  reagents.  This  distinction  is 
necessary  because  of  the  enormous  size 
and  complexity  of  the  plasmapheresis 
and  plasma  fractionation  industry,  and 
a  lack  of  sufficient  information  and  ex¬ 
pertise  upon  which  to  make  policy  rec¬ 
ommendations.  The  Policy  will,  however, 
promote  the  acquisition  of  information 


upon  which  future  policy  could  be  de¬ 
veloped. 

National  Blood  Policy 

Blood  transfusion  and  other  forms  of 
blood-based  therapy  are  appropriately 
regarded  as  the  earliest  and  presently 
most  highly  developed  aspect  of  human 
tissue  transplantation.  This  policy  is  di¬ 
rected  exclusively  to  problems  of  the 
blood  supply,  processing  and  distribu¬ 
tion  system,  and  the  use  of  blood.  Its 
basic  principles,  however,  though  not 
necesarily  the  specific  details,  are  appro¬ 
priate  to  a  broader  system  which  must 
soon  be  developed  to  encompass  all  trans¬ 
plantable  human  tissues. 

The  Federal  Government  recognizes 
four  principal  goals  in  the  provision  of 
blood  services: 

1.  Supply.  A  supply  of  blood  and  blood 
products  adequate  to  meet  all  of  the 
treatment  and  diagnostic  needs  of  the 
population  of  this  country. 

2.  Quality.  Attainment  of  the  highest 
standards  of  blood  transfusion  therapy 
through  full  application  of  currently 
available  scientific  knowledge,  as  well  as 
through  advancement  of  the  scientific 
base. 

3.  Accessibility.  Access  to  the  national 
supply  of  blood  and  blood  products  by 
everyone  in  need,  regardles  of  eocnomic 
status. 

4.  Efficiency.  Efficient  collection,  proc¬ 
essing,  storage,  and  utilization  of  the 
national  supply  of  blood  and  blood  prod¬ 
ucts. 

Recognizing  the  eminent  desirability 
of  each  of  these  goals,  it  is  the  policy  of 
the  United  States  Government: 

(1)  To  encourage,  foster,  and  support 
efforts  designed  to  bring  into  being 
an  all-voluntary  blood  donation  sys¬ 
tem  and  to  eliminate  commercialism 
in  the  acquisition  of  whole  blood  and 
blood  components  for  transfusion  pur¬ 
poses.  The  ultimate  aims  of  this  pol¬ 
icy  are  improvement  in  the  quality 
of  the  supply  of  blood  and  blood 
products  and  development  of  an  appro¬ 
priate  ethical  climate  for  the  increasing 
use  of  human  tissues  for  therapeutic 
medical  purposes.  In  this  context,  the 
term  commercialism  applies  to  the  rela¬ 
tionship  between  the  donor  and  the  blood 
bank  and  focuses  primarily  on  those 
commercial  relationships  which  have  en¬ 
couraged  reliance  on  blood  from  sectors 
of  society  in  which  transmissible  hepa¬ 
titis  is  particularly  prevalent.  Although 
this  policy  seeks  an  end  to  the  practice 
of  purchasing  whole  blood  and  blood 
components  from  donors,  it  is  not  in¬ 
tended  to  preclude  special  arrangements 
where  very  rare  blood  o*  blood  compo¬ 
nents  are  needed  on  an  individual  basis 
and  can  be  obtained  only  by  special  con¬ 
sideration  for  unique  donors  who  have 
been  carefully  evaluated.  This  policy  does 
not  attempt  to  eliminate  reasonable 
charges  for  the  service  aspects  of  pro¬ 
viding  blood,  blood  products,  and  other 
tissues. 

(2)  To  encourage,  foster,  and  support 
establishment  of  a  system  for  the  collec¬ 
tion  and  analysis  of  all  relevant  informa- 


FEDERAl  REGISTER,  VOL.  39,  NO.  176 — TUESDAY,  SEPTEMBER  10,  1974 


NOTICES 


32703 


tion  concerning  plasmapheresis  opera¬ 
tions  and  plasma  fractionation  opera¬ 
tions  and  the  flow  of  plasma  and  plasma 
products  within  the  United  States  and 
other  countries.  Such  Information  Is 
needed  to  determine  the  sufficiency  of 
domestic  sources  of  plasma  fractions.  It 
would  also  aid  in  development  of  future 
positions  on  the  relationship  which  plas¬ 
mapheresis  and  plasma  fractionation  ac¬ 
tivities  should  bear  to  whole  blood  bank¬ 
ing  operations,  and  the  degree  of  interde¬ 
pendence  that  should  exist  between  the 
United  States  and  other  countries  with 
respect  to  plasma  and  plasma  products. 

(3)  To  encourage,  foster,  and  support 
development  of  data  and  Information 
collection  and  processing  systems  which 
will  identify  and  describe  all  elements 
and  functions  in  the  blood  banking 
sphere  on  a  continuing  basis.  This  Is 
necessary  to  acquire  fundamental  Infor¬ 
mation  on  the  nature  and  transmission 
of  diseases  by  blood  and  blood  products 
and  the  occurrence  of  transfusion  mis¬ 
haps,  as  well  as  to  design  and  create 
changes  which  will  enhance  the  effec¬ 
tiveness  of  the  blood  banking  system. 

(4)  To  encourage,  foster,  and  support 
measures  to  enhance  resource-sharing 
and  area-wide  cooperation  In  the  collec¬ 
tion,  processing,  distribution  and  utiliza¬ 
tion  of  blood.  In  order  to  make  the  most 
effective  use  of  the  national  supply. 

(5)  To  assure  ample  donation  of  blood 
and  plasma: 

(a)  By  encouraging,  fostering,  and 
supporting  activities  to  develop  account¬ 
ing  and  reporting  systems  which  identify 
the  relationships  between  the  costs  and 
charges  for  all  services  and  materials 
associated  with  transfusion  therapy. 
Public  confidence  in  the  reasonableness 
of  service  charges  will  encourage  volun¬ 
tary  donors. 

(b)  By  encouraging,  fostering,  and 
supporting  a  variety  of  programs  to  edu¬ 
cate  both  the  public  and  the  health  pro¬ 
fessionals  In  their  responsibilities  for 
assuring  adequate  voluntary  donations. 
Those  responsible  for  conducting  recruit¬ 
ment  programs  must  recognize  the  pre¬ 
eminent  role  of  the  voluntary  donor  and 
must  develop  and  utilize  various  ap¬ 
proaches  appealing  to  appropriate  sec¬ 
tors  of  society. 

(6)  To  encourage,  foster,  and  support 
a  variety  of  educational  and  other  pro¬ 
grams  for  health  professionals  to  assure 
the  most  appropriate  and  safe  use  of 
blood  and  blood  products. 

(7)  To  employ  the  full  regulatory  au¬ 
thorities  now  vested  In  the  Federal  Gov¬ 
ernment  and  to  seek  such  additional 
authority  as  may  be  necessary  and  ap¬ 
propriate  for  the  purpose  of  assuring 
uniform  adherence  to  the  highest  attain¬ 
able  standards  of  practice  in  blood  bank¬ 
ing,  including  plasmapheresis  and  plas¬ 
ma  fractionation. 

(8)  To  encourage,  foster,  and  support 
applied  and  fundamental  research  to  im¬ 
prove  application  of  existing  information 
and  simultaneously  extend  the  scientific 
base  with  respect  to  the  entire  spectrum 
of  blood  banking  and  blood  therapy 
activities,  with  emphasis  on  better  char¬ 
acterization  of  human  blood  and  blood 


products,  identification  and  control  of 
the  diseases  which  may  be  transmitted 
by  blood  or  blood  products,  extension  of 
the  shelf  life  of  blood  and  blood  products, 
more  efficient  utilization  of  these  pre¬ 
cious  tissue  resources  through  systems 
analysis  and  other  management  ap¬ 
proaches,  and  with  respect  to  other  rele¬ 
vant  matters  as  they  may  be  identified. 

(9)  To  Include  a  benefit  under  Na¬ 
tional  Health  Insurance  for  the  serv¬ 
ice  aspects  of  providing  and  transfusing 
blood  and  blood  products,  and  to  encour¬ 
age  Inclusion  of  a  comparable  benefit 
under  all  governmental  and  non-govern¬ 
mental  health  care  insurance  programs 
In  order  to  assure  access  to  blood  and 
blood  products  by  everyone  in  need,  re¬ 
gardless  of  economic  status.  This  policy 
recognizes  a  distinction  with  respect  to 
service  aspects  between  blood  and  blood 
components  on  the  one  hand,  and  plasma 
derivatives  on  the  other.  For  blood  and 
blood  components,  the  term  service 
aspects  includes  all  services  involved  in 
making  the  products  available  to  the 
patient,  from  the  recruitment  of  volun¬ 
tary  donors,  through  processing,  storage, 
and  distribution,  to  cross-matching  and 
administration,  but  excludes  charges  for 
the  product  itself  (such  as  charges  asso¬ 
ciated  with  commerical  acquisition  of 
whole  blood)  which  are  unrelated  to 
services  rendered  the  patient.  For 
plasma  derivatives,  the  term  “service 
aspects”  includes  costs  of  commercial 
plasma  acquisition  in  recognition  that 
commercial  acquisition  may  still  be 
necessary. 

(10)  To  identfy  the  Secretary  of  the 
Department  of  Health,  Education,  and 
Welfare,  or  his  designee,  as  responsible 
for  the  Implementation  of  the  policies 
enunciated  above. 

These  policies  are  intended  to  achieve 
certain  goals  but  do  not  detail  methods 
of  Implementation.  In  developing  the 
most  effective  and  suitable  means  of 
reaching  these  goals,  the  Secretary  will 
Involve,  as  appropriate,  all  relevant 
public  and  private  sectors  and  Federal 
Government  agencies  In  a  cooperative 
effort  to  provide  the  best  attainable 
blood  services.  Designation  of  the  Secre¬ 
tary  of  HEW  in  this  role  Is  a  reflection  of 
the  Department’s  extensive  resources  and 
expertise  related  to  blood;  It  is  not  to 
abridge  the  Independent  authority  of 
any  other  Federal  agency.  Although  the 
Implementation  of  the  National  Blood 
Policy  should  build,  wherever  possible, 
on  existing  strengths  In  the  present  sys¬ 
tem  to  assure  continuity  of  essential 
services,  this  Intent  Is  not  to  be  Inter¬ 
preted  as  a  mandate  to  maintain  the 
status  quo.  It  Is  to  allow  gradual  evolu¬ 
tion  to  the  most  effective  organization 
and  operation  of  the  Blood  Service  Com¬ 
plex  without  interruption  of  services  now 
provided.  However,  if  the  private  sector 
is  unable  to  make  satisfactory  progress 
toward  implementing  these  policies,  a 
legislative  and/or  regulatory  approach 
would  have  to  be  considered. 

The  following  Issues  are  to  be 
examined  critically  in  implementing 
these  policies: 


1.  The  adequacy  of  any  proposed  im¬ 
plementation  action  In  meeting  the 
extraordinary  demands  for  blood  that 
may  arise  In  national  and  regional 
emergencies; 

2.  The  appropriateness  of  the  replace¬ 
ment  fee  in  an  all- voluntary  system; 

3.  Systems  approaches  to  the  integra¬ 
tion  of  various  functions  and  segments 
of  the  blood  banking  industry; 

4.  Regionalization  of  blood  services 
management; 

5.  Appropriate  inducements  and  au¬ 
thorities,  whether  existing  or  to  be 
sought,  necessary  to  exclude  commercial 
acquisition  of  whole  blood  or  blood  com¬ 
ponents; 

6.  Special  problems  of  accessibility  for 
hemophiliacs  and  others  with  continuing 
or  extraordinary  needs  for  blood  or  blood 
products;  and 

7.  Other  issues  relevant  to  the  four 
principal  goals. 

PROJECTED  IMPACT  OF  THE  POLICY 

The  policy  will  improve  the  quality  of 
blood  and  blood  products  through  a  com¬ 
bination  of  efforts.  It  promotes  maxi¬ 
mum  use  of  voluntary  donors  who  have 
a  lower  probability  of  transmitting 
hepatitis.  It  encourages  use  of  the  best 
available  technology  to  test  for  con¬ 
taminated  blood.  It  stimulates  develop¬ 
ment  and  application  of  uniform  per¬ 
formance  standards  by  the  Bureau  of 
Biologies  in  the  Food  and  Drug  Admin¬ 
istration.  And  it  will  conserve  blood  re¬ 
sources  through  optimal  recovery  and 
utilization  of  plasma  and  other  blood 
components. 

The  policy  will  lead  to  a  more  efficient 
blood  collection  and  distribution  system 
through  consolidation  and  regionaliza¬ 
tion  of  activities,  and  resource-sharing 
where  appropriate.  Such  coordination  of 
the  system  will  at  the  same  time  compel 
solution  of  organizational  and  functional 
problems  within  the  individual  compo¬ 
nents  of  the  system.  Finally,  the  policy 
will  bring  about  more  appropriate  use  of 
blood  through  education  of  the  medical 
profession. 

The  policy  will  improve  access  to  the 
national  bipod  resource  by  encouraging 
elimination  of  financial  barriers.  It  rec¬ 
ommends  a  blood  service  benefit  under 
any  future  national  health  insurance 
plan  and  calls  for  appropriate  modifica¬ 
tion  of  other  financing  programs,  both 
governmental  and  private,  to  make  blood 
service  benefits  compatible  with  the  na¬ 
tional  policy. 

Economic  benefits.  Nationwide  report¬ 
ing  of  hepatitis,  of  any  origin  or  type,  is 
unreliable.  Nevertheless,  several  carefully 
conducted  studies  strongly  suggest  that 
there  are  currently  about  17,000  cases  of 
overt  posttransfusion  hepatitis  per  year, 
about  850  deaths  from  this  disease,  and 
about  5  times  as  many  sub-clinical 
cases — a  probable  total  of  more  than 
100,000  cases  of  posttransfusion  hepatitis 
per  year. 

The  long-term  sequelae  of  posttransfu¬ 
sion  hepatitis  in  the  surviving  overt  and 
sub-clinical  cases  are  not  fully  known. 
However,  persons  with  overt  posttransfu¬ 
sion  hepatitis  are  frequently  severely  111 
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and  incapacitated  for  a  few  weeks  to  sev¬ 
eral  months.  The  average  hospital  stay 
for  such  patients  is  about  28  days.  In 
terms  of  economic  cost  alone,  the  prob¬ 
lem  of  overt  posttransfusion  hepatitis 
now  costs  the  Nation  approximately  $86 
million  per  year.  This  estimate  does  not, 
however,  include  costs  in  terms  of  human 
suffering  which  cannot  be  measured. 
Transition  to  an  all-voluntary  system 
should  produce  savings  of  at  least  $18 
million  to  $29  million  annually  in  reduced 
illness  and  death  from  posttransfusion 
hepatitis  alone. 

THE  IMPLEMENTATION  STRATEGY 

The  Federal  role  in  the  implementa¬ 
tion  of  this  Policy  is  intended  to  be  dual 
in  nature:  On  the  one  hand,  that  of  mar¬ 
riage  broker  and  exhorter,  bringing  the 
fragments  of  the  Blood  Service  Complex 
together  to  do  essentially  the  same  things 
they  are  now  doing,  but  to  do  them  much 
better;  on  the  other,  that  of  independent 
agent  to  strengthen  and  improve  the 
activities  that  are  appropriate  to  the 
Federal  Government.  In  its  active  role, 
the  Federal  Government  will  continue 
to  expand  regulation  of  blood  banking 
through  the  Bureau  of  Biologies  in  the 
Food  and  Drug  Administration.  It  will 
continue  to  support  research  through  the 
Division  of  Blood  Diseases  and  Resources 
of  the  National  Heart  and  Lung  Institute. 
Finally,  the  Federal  Government  will  pay 
for  its  share  of  blood  service  benefits  un¬ 
der  any  Federal  health  service  financing 
programs. 

Together,  the  private  sector  and  the 
Federal  Government  will  develop  and 
maintain  information  systems  needed  in 
the  further  development  of  blood  policy, 
in  hepatitis  surveillance,  and  in  evaluat¬ 
ing  the  performance  of  the  blood  service 
complex;  will  develop  auditing  and  ac¬ 
counting  procedures  to  display  the  rela¬ 
tionships  between  costs  and  charges  for 
blood  services;  and  will  develop  means  to 
evaluate  and  enhance  the  appropriate¬ 
ness  of  blood  utilization. 

But  it  will  be  left  to  the  private  sector 
to  do  the  lion’s  share  of  actually  imple¬ 
menting  the  National  Blood  Policy.  The 
private  sector  will  be  expected  to  accom¬ 
plish  the  transition  to  an  all-voluntary 
blood  donor  system;  to  establish  and 
maintain  data  systems  and  networks 
needed  for  effective  planning  and  man¬ 
agement  of  blood  service  activities;  to 
develop  accounting  systems  which  assure 
the  reasonableness  of  charges;  to  conduct 
educational  programs  for  the  public  and 
the  health  professionals;  and  probably 
most  important,  to  plan  and  carry  out  a 
specific  program  for  the  gradual  regional 
Integration  of  functions  and  structures 
so  that  a  coordinated  system  will  ulti¬ 
mately  replace  the  present  fragmented 
situation. 

ANNOUNCEMENT  OF  THE  POLICY  AND 
SUBSEQUENT  COURSE  OF  EVENTS 

On  July  10,  1973,  the  Secretary  of 
Health,  Education,  and  Welfare  an¬ 
nounced  the  National  Blood  Policy.  In 
order  to  gain  the  fullest  possible  coop¬ 


eration  of  the  private  sector  in  imple¬ 
menting  the  Policy,  the  Secretary  con¬ 
vened,  on  September  24,  1973,  the  first 
Secretary’s  Conference  on  Implementa¬ 
tion  of  the  National  Blood  Policy  to  be¬ 
gin  the  actual  work  of  implementation. 
Those  invited  to  participate  included: 
Experts  in  blood  banking  and  blood  proc¬ 
essing;  representatives  of  major  blood 
banking  organizations;  members  of  the 
medical  professions  responsible  for  utili¬ 
zation  of  blood  and  blood  products;  mem¬ 
bers  of  the  disciplines  concerned  with 
hospital  administration;  representatives 
of  the  health  insurance  sector;  members 
of  the  public  who  donate  and  receive 
blood;  and  representatives  of  Federal 
agencies  with  mandates  and  responsibili¬ 
ties  relating  to  blood  services  and  prod¬ 
ucts.  At  this  Conference,  the  Secretary 
called  upon  the  private  sector  partici¬ 
pants  to  undertake  an  intensive  and  con¬ 
certed  effort  to  produce  a  plan  for  imple¬ 
menting  the  operational  aspects  of  the 
National  Blood  Policy.  It  was  clearly 
stated  that  the  Department  thought  it 
most  desirable  to  leave  responsibility  for 
the  day-to-day  conduct  of  blood  bank¬ 
ing  and  operational  management  in  the 
hands  of  the  private  sector,  by  which  is 
meant  the  entire  array  of  non-govem- 
mental  organizations  and  agencies  con¬ 
cerned  with  the  provision  of  blood  serv¬ 
ices.  Broad  guidelines  for  the  private  sec¬ 
tor  plan  were  outlined,  including  the  in¬ 
tention  to  have  the  recipients  of  blood 
services,  or  their  third-party  payers,  bear 
the  costs  of  reasonable  charges  to  main¬ 
tain  the  operational  system,  and  the 
necessity  of  involving  the  consumer  in 
the  system. 

Over  a  period  of  four  months,  repre¬ 
sentatives  of  the  private  sector  organi¬ 
zations  worked  to  develop  an  implemen¬ 
tation  plan.  In  recognition  of  the  need  to 
create  a  single  locus  of  accountability 
in  blood  banking,  it  was  agreed  that  the 
American  Medical  Association  would 
take  the  lead  in  bringing  together  the 
various  interested  organizations  to  pre¬ 
pare  a  unified  plan  that  would  appro¬ 
priately  Involve  all  segments  of  the  blood 
banking  community,  and  the  American 
people  in  general,  in  Implementing  the 
National  Blood  Policy. 

In  response  to  the  Secretary’s 
charge,  an  Implementation  plan  was 
submitted  to  the  Department  on  Janu¬ 
ary  31,  1974,  proposing  the  creation  of 
an  American  Blood  Commission.  This 
proposed  plan  emerged  from  the  efforts 
of  the  following  organizations:  American 
Association  of  Blood  Banks,  American 
Hospital  Association,  American  Medical 
Association,  American  National  Red 
Cross,  American  Society  of  Clinical 
Pathologists,  College  of  American  Pa¬ 
thologists,  and  Council  of  Community 
Blood  Centers. 

The  American  Blood  Commission  plan 
was  published  in  the  Federal  Register 
on  March  8  to  solicit  public  comments 
on  its  adequacy.  The  Plan  is  reproduced 
here,  without  alteration,  exactly  as  it 
was  submitted  and  previously  published. 


American  Blood  Commission,  National 
Blood  Program 

INTRODUCTION 

January  31,  1974. 

In  response  to  a  1972  directive  from  the 
President,  the  Department  of  Health,  Edu¬ 
cation,  and  Welfare  announced  a  National 
Blood  Policy  in  June  1973.  The  private  sector 
was  subsequently  called  on  to  Implement 
the  policy  with  a  coordinated  program  to 
solve  the  problems  of  blood  collection  and 
distribution.  Following  is  a  plan  that  buUds 
on  the  strengths  of  the  pluralistic  system 
that  Is  being  called  on  to  contribute  to  the 
Implementation  of  the  National  Blood 
Policy. 

The  Policy  focuses  on  the  assurance  of 
four  primary  features,  the  supply,  safety, 
and  accessibility  of  blood  to  all  in  need  of 
transfusions  and  the  efficiency  of  the  or¬ 
ganizations  that  provide  blood  services  to  the 
citizenry.  Accordingly,  the  plan  addresses 
these  goals.  Through  the  establishment  of 
an  organization  capable  of  coordinating  the 
activities  of  the  existing  pluralistic  system, 
the  American  Blood  Commission,  many  ele¬ 
ments  of  the  private  sector  will  be  brought 
together  for  the  effort. 

The  participation  of  consumer  organi¬ 
zations  including  those  that  are  not  pri¬ 
marily  oriented  toward  health  care  will 
Improve  the  nation’s  blood  supply.  These 
partners  In  the  American  Blood  Commis¬ 
sion  can  communicate  the  medical  neces¬ 
sity  of  a  dependable  blood  supply  to  the 
general  public  from  which  volunteer  donors 
must  come.  The  systematic  coordinated  re¬ 
cruitment  of  volunteer  donors  called  for  by 
this  plan  depends  on  a  receptive  public  atti¬ 
tude.  By  the  end  of  1975  every  blood  bank 
associated  with  one  of  the  three  major  blood 
banking  organizations  expects  to  be  draw¬ 
ing  100  percent  of  their  blood  supply  from 
volunteer  donors.  The  effective  supply  of 
blood  will  also  be  increased  by  more  efficient 
utilization  of  available  blood  through  in¬ 
ventory  controls  made  possible  by  regional¬ 
ized  organization. 

The  uniform  appplicatlon  of  the  recog¬ 
nized  operating  standards  already  developed 
by  the  American  Association  of  Blood  Banks 
and  the  American  National  Red  Cross,  the  re¬ 
porting  of  an  adverse  reaction  back  to  the 
blood  bank  that  accepted  the  Implicated  unit 
of  blood  from  the  donor,  the  improved  donor 
pool  that  will  result  as  the  need  to  rely  on 
commercial  blood  sources  is  reduced,  and 
other  features  of  this  plan,  such  as  research 
and  education,  together  are  expected  to  help 
assure  the  safety  of  patients  receiving  blood 
by  reducing  risks  to  a  minimum. 

The  recruitment  of  donors,  the  professional 
services  required  for  the  collection  of  blood, 
the  croesmatchlng  and  safe  transfusion  of 
the  blood,  and  the  testing  of  the  collected 
blood  for  disease  before  it  is  transfused  all 
oonfer  unavoidable  costs  to  blood,  Including 
blood  that  is  freely  donated  by  volunteers 
These  costs  may  impinge  on  the  accessibility 
of  blood  for  some  persons;  therefore,  the 
American  Blood  Commission  would  plaoe 
a  high  priority  on  developing  feasible  solu¬ 
tions  to  the  many  facets  of  this  problem. 

The  accessibility  to  the  supply  of  safe 
blood  and  components  will  be  facilitated 
in  this  plan  immediately  by  improved  effi¬ 
ciency  in  the  utilization  of  collected  blood. 
Efficiency  should  help  to  Increase  the  effec¬ 
tive  supply  and  control  costs.  The  coordina¬ 
tion  of  inventories  across  the  nation  that 
is  called  for  in  the  following  plan  will  make 
better  use  of  periodic  surpluses  and  will  help 
to  even  out  blood  supplies  to  minimize  the 
effects  of  localized  shortages  and  to  reduce 
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the  absolute  number  of  donors  who  must  be 
recruited  during  a  given  period. 

The  proposed  Implementation  Flan,  as  pre¬ 
sented  on  the  following  pages,  will  organize 
blood  banks  and  the  transfusion  facilities 
they  serve  within  a  national  system  that 
retains  regional  and  local  responsibility  and 
authority.  The  plan  will  enhance  the  volun¬ 
tary  collection  and  distribution  system  that 
is  essential  to  a  high  quality  blood  supply. 
Developed  within  the  private  sector,  this 
plan  recognizes  the  traditional  role  of  hos¬ 
pitals  and  the  responsibility  of  physicians  in 
the  procurement,  distribution,  and  utiliza¬ 
tion  of  blood  for  transfusion  to  their 
patients. 

Implementation  Plan 

AMERICAN  BLOOD  COMMISSION 

Membership  in  the  American  Blood  Com¬ 
mission  will  be  open  to  national  organiza¬ 
tions  that  have  an  Interest  and  concern  for 
the  blood  services  provided  to  the  American 
people.  To  achieve  the  goals  of  the  National 
Blood  Policy  wide  participation  is  needed 
and  the  following  organizations,  selected  to 
suggest  a  wide  range  of  bodies,  and  others 
are,  therefore,  called  upon  to  Join  in  this 
endeavor: 

The  Advertising  Council; 

The  American  Association  of  Blood  Banks; 
The  American  Blood  Resources  Association; 
The  American  College  of  Physicians; 

The  American  Federation  of  Labor — Coun¬ 
cil  of  Industrial  Organizations; 

The  American  Hospital  Association; 

The  American  Medical  Association; 

The  American  National  Red  Cross; 

The  American  Public  Health  Association; 

The  American  Society  for  Medical  Technol¬ 
ogy: 

The  American  Society  of  Clinical  Patholo¬ 
gists; 

The  American  Society  of  Internal  Medi¬ 
cine. 

The  Blue  Cross  Association; 

The  College  of  American  Pathologists; 

The  Consumer  Federation  of  America; 

The  Council  of  Community  Blood  Centers; 
The  Health  Insurance  Council; 

Independent  National  Labor  Organizations; 
The  National  Academy  of  Sciences; 

The  National  Research  Council; 

The  National  Association  of  Blue  Shield 
Plans; 

The  National  Association  of  Manufactur¬ 
ers; 

The  National  Council  of  Churches; 

The  National  Health  Council; 

The  National  Hemophilia  Foundation. 

The  National  Medical  Association; 

The  Pharmaceutical  Manufacturers  Asso¬ 
ciation; 

The  United  States  Chamber  of  Commerce; 
and 

Other  interested  organizations  are  wel¬ 
come. 

No  governmental  agencies  are  among  those 
listed  above  only  because  there  may  be  leg¬ 
islative  or  administrative  restrictions  on  their 
participation;  however,  the  Veterans’  Admin¬ 
istration,  the  Public  Health  Service,  the  mili¬ 
tary  services,  the  Food  and  Drug  Administra¬ 
tion  and  other  agencies  are  welcome. 

The  responsibility  for  implementing  the 
recommendations  of  the  Commission  will  be 
rested  In  an  Executive  Committee,  elected  by 
the  Commission,  consisting  of  seventeen  (17) 
members  as  follows; 

Nine  permanent  members  will  be  elected 
from  nominees  proposed  by:  The  American 
National  Red  Cross  and  the  American  Asso¬ 
ciation  of  Blood  Banks  each  nominating  two 
representatives;  the  Council  of  Community 
Blood  Centers,  the  American  Medical  Asso¬ 
ciation,  the  College  of  American  Pathologists, 
the  American  Society  of  Clinical  Pathologists 


and  the  American  Hospital  Association,  each 
nominating  one  representative. 

Pour  members  will  be  elected  by  the  Com¬ 
mission  annually  from  among  the  consumer 
representatives  on  the  Commission. 

Four  other  members  will  be  elected  from 
among  outstanding  professionals  working  in 
the  Regional  Programs.  These  professionals 
can  include  physicians,  administrators,  tech¬ 
nicians,  nurses,  donor  recruiters,  or  others 
contributing  significantly  to  the  provision 
of  blood  services  in  the  region’s  area.  Two  of 
these  professionals  should  be  actively  serving 
as  Regional  Program  Directors. 

All  members  of  the  Executive  Committee, 
though  elected  by  the  Commission  for  one 
year  terms,  will  serve  at  the  pleasure  of  their 
own  sponsoring  organizations. 

If  a  nominee  of  an  organization  entitled  to 
a  place  on  the  Executive  Committee  is  not 
elected  to  serve,  the  organization  must  be  re¬ 
quested  to  propose  another  individual 
promptly  for  the  Commission’s  consideration. 

The  Executive  Committee  will  elect  appro¬ 
priate  officers  at  its  first  meeting  after  all  its 
members  have  been  elected. 

In  addition  to  implementing  the  recom¬ 
mendations  of  the  Commission,  the  Execu¬ 
tive  Committee  will  have  the  authority  to 
act  on  its  own  decisions.  The  Committee  will 
be  accountable  for  the  performance  of  the 
organization  to  the  other  elements  of  the 
Commission  and  to  the  nation. 

Initially,  staff  for  the  Commission  may  be 
provided  by  the  participating  organizations; 
however,  there  may  be  a  need  for  additional 
Independent  staff  and,  if  so,  the  Executive 
Committee  will  decide  on  its  size  and  orga¬ 
nization. 

While  grants  from  organizations  and/or 
government  will  be  needed  initially  to  help 
defray  nonrecurring  costs,  the  American 
Blood  Commission  is  expected  to  become 
largely  self-supporting. 

The  American  Blood  Commission  Executive 
Committee  will  proceed  toward  fulfilling  the 
National  Blood  Policy  through  the  plan  pre¬ 
sented  here  and  will  appoint  Commission 
task  forces  that  will  directly  address  them¬ 
selves  to  the  problems  and  mechanics  of  the 
Implementation  as  the  new  regional  system 
become  operative.  The  task  forces  will  be  ex¬ 
pected  to  monitor  progress  and  Identify  prob¬ 
lems  and  to  advise  the  Executive  Committee 
of  the  Commission  regarding  modifications 
of  the  implementation  plan  that  experience 
may  indicate  to  be  appropriate. 

Some  suggested  task  forces  follow;  however, 
the  list  is  not  all  Inclusive  and  a  need  for 
additional  task  forces  dealing  with  other 
major  areas,  such  as  hepatitis  surveillance, 
may  be  determined  by  the  Commission  or  its 
Executive  Committee. 

Initial  Task  Forces 

Voluntary  Donor  Recruitment;  Blood  Utili¬ 
zation;  Blood  Inventory  Control;  Data  and 
Statistical  Analysis;  Standards;  Inspection 
and  Accreditation;  Cost  Evaluation  and  Con¬ 
trol;  Plasma  Production  and  Fractionation; 
Regional  Program  Development;  Research; 
and  Education. 

The  Executive  Committee  will  appoint 
task  force  members  who  have  special  exper¬ 
tise  or  interest  in  the  areas  being  studied. 
While  most  task  force  members  will  be 
members  of  organizations  that  are  part  of 
the  American  Blood  Commission,  member¬ 
ship  will  not  be  a  requirement  of  service. 
No  honoraria  will  be  paid  to  any  task  force 
member  by  the  American  Blood  Commission. 

The  following  responsibilities  are  to  be 
discharged  by  the  Commission  at  an  annual 
meeting: 

1.  The  election  of  the  seventeen  (17) 
members  of  the  Executive  Committee  in  ac¬ 
cordance  with  the  proportional  representa¬ 
tion  presented  earlier  in  this  document. 


2.  The  development  of  policy  recommen¬ 
dations  to  help  guide  the  Executive  Com¬ 
mittee. 

3.  The  review  of  the  performance  of  the 
Executive  Committee  with  regard  to  prog¬ 
ress  toward  the  goals  of  the  National  Blood 
Policy. 

4.  The  review  of  the  budget  adopted  by 
the  Executive  Committee. 

REGIONALIZATION 

An  organization  of  voluntary  non-profit 
blood  banks  and  transfusion  services  that 
collectively  can  provide  a  full,  range  of  serv¬ 
ices  will  be  officially  designated  as  an  Inte¬ 
grated  Regional  Program  if  it  can  substan¬ 
tially  meet  the  following  performance 
criteria: 

1.  Accept  the  responsibility  for  recruiting 
volunteer  donors  in  the  region. 

2.  Include  at  least  one  facility  that  is 
licensed  to  ship  blood  over  state  lines. 

3.  Provide  for  total  blood  service  within 
its  area  on  a  schedule  in  keeping  with  the 
needs  of  the  region. 

4.  Have  the  capacity  to  provide  expert 
medical  consultation  on  hemotherapy,  com¬ 
patibility  problems  and  other  blood  related 
problems  whenever  needed. 

5.  Provide  the  range  and  quantity  of 
blood  components  required  in  the  region. 

6.  Meet  current  appropriate  inspection  and 
accreditation  standards. 

In  local  areas  served  by  several  blood 
banks  the  Integrated  Regional  Program  will 
encompass  all  the  blood  services  in  the  area, 
including  transfusion  services.  Physicians 
and  directors  of  the  area  blood  banks  should 
exert  leadership  in  the  establishment  of  an 
organization  that  can  provide  the  services 
deemed  necessary  to  the  successful  adminis¬ 
tration  of  an  integrated  program.  The  blood 
banks  and  the  hospital  services  that  will  be 
served  by  these  larger  programs  must  be  in¬ 
vited  to  participate  as  they  would  be  in  an 
area  served  by  a  single  blood  bank. 

Each  Regional  Program  will  organize  to 
provide  quality  services  to  the  transfusion 
facilities  in  its  area,  recruit  donors,  and  keep 
records  on  blood  drawn  and  on  adverse  re¬ 
actions.  Hospital  transfusion  facilities  re¬ 
ceiving  blood  would  keep  inventory  records, 
report  to  the  Regional  Program  on  trans¬ 
fusion  reactions,  and  may  be  requested  to 
draw  blood  if  needed  within  the  system. 
General  policy  for  the  national  system  will 
be  recommended  by  the  American  Blood 
Commission  and  established  by  the  Execu¬ 
tive  Committee,  but  most  operating  policies 
will  be  determined  at  the  regional  level.  The 
plan  is  conceived  of  as  being  self-supporting. 

Organisation  ( Alternate  1).  Interested  in¬ 
dividuals  wishing  to  organize  a  blood  pro¬ 
gram,  in  order  to  qualify  for  nomination  as 
an  Integrated  Regional  Program,  will  request 
a  letter  of  intent  to  associate  with  the  pro¬ 
posed  Regional  Program  from  each  of  the 
blood  banks  and  the  transfusion  facilities 
that  would  be  served.  At  the  same  time,  the 
director  of  each  of  the  blood  banks  and  the 
hospital  transfusion  facilities  will  be  invited 
to  participate  in  the  selection  of  a  board  to 
govern  the  activities  of  the  new  Regional  Pro¬ 
gram.  The  hospitals’  responses  and  the  or¬ 
ganizer’s  own  letter  of  Intent  to  lead  an 
Integrated  Regional  Program  will  be  filed 
with  the  medical  society  in  the  county  and 
with  the  society(s)  in  the  county(s)  where 
the  hospital  blood  facilities  are  located,  or 
with  the  state  medical  society  if  it  is  the 
appropriate  body  in  the  area. 

Nomination  of  an  Integrated  Regional  Pro¬ 
gram  will  be  a  responsibility  of  the  medical 
society,  blood  bank  and  hospital  transfusion 
service  directors,  and  lay  leaders  in  the  area 
in  which  a  Program  is  located;  all  three 
groups  will  have  continuing  Interest  in  the 
performance  of  the  Regional  Program.  If  the 
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three  representative  groups  are  satisfied  that 
the  Program  substantially  meets  the  criteria, 
the  Integrated  Regional  Program  will  be 
nominated  for  designation  by  the  Executive 
Committee  of  the  American  Blood  Commis¬ 
sion.  Copies  of  the  letters  of  Intent  and  a 
letter  of  nomination  will  be  forwarded  by  the 
medical  society  to  the  American  Blood  Com¬ 
mission’s  Executive  Committee.  Upon  desig¬ 
nation,  the  American  Blood  Commission’s 
Task  Force  on  Regionalization  will  produce 
the  initial  national  directory  of  Integrated 
Regional  Blood  Programs,  organized  by  region 
to  document  the  new  system. 

Should  the  local  representative  groups  de¬ 
cide  against  nominating  a  particular  Inter¬ 
ested  organization  to  serve  as  a  Regional  Pro¬ 
gram,  the  decision  may  be  appealed  directly 
to  the  Executive  Committee  of  the  American 
Blood  Commission;  however,  the  local  nomi¬ 
nating  authorities  must  be  Invited  to  present 
their  views  on  the  questioned  organization 
at  any  such  appeal. 

If  any  designated  Program  falls  to  serve  its 
system  satisfactorily,  the  hospital  transfusion 
services  In  the  Program’s  system  may  petition 
for  the  nomination  of  another  coordinating 
Program. 

Advisory  Council  of  Regional  Program  Di¬ 
rectors.  The  Executive  Committee  will  ar¬ 
range  a  meeting  of  the  directors  of  Regional 
Blood  Programs  for  the  purpose  of  organizing 
an  Advisory  Council. 

Financing  Activities.  The  reorganized  blood 
services  will  be  self-supporting;  however, 
some  outside  financial  aid  may  be  needed  to 
finance  nonrecurring  expenses.  The  directors 
of  the  Regional  Programs  are  encouraged  to 
apply  for  grants  to  support  additional  per¬ 
sonnel,  rent  for  additional  space,  and/or  the 
purchase  of  services  or  equipment  (compu¬ 
ters,  etc.)  necessitated  by  the  demands  of 
the  reorganization  or  research.  .The  responsi¬ 
bility  for  developing  adequate  funds  rests 
with  a  regional  director. 

Organization  ( Alternate  2).  The  method 
for  selecting  the  organizations  to  serve  as 
Integrated  Regional  Programs  will  be  deter¬ 
mined  by  the  Executive  Committee  of  the 
American  Blood  Commission  with  advice 
from  the  Task  Force  on  Regionalization. 

Note:  The  task  force  did  not  achieve  a 
consensus  on  the  method  for  selecting  an 
Integrated  program  presented  In  this  plan. 

OPERATION 

This  plan,  while  voluntary.  Is  aimed  at  all 
blood  facilities,  private  and  public.  The  blood 
facilities  maintained  by  the  military  es¬ 
tablishment,  the  Veterans  Administration, 
and  the  National  Institutes  of  Health  should 
be  Integrated  Into  the  civil  system  to  the 
degree  possible  with  due  regard  to  their  as¬ 
signed  missions.  These  public  programs  are 
Important  resources. 

The  American  Blood  Commission  believes 
it  is  essential  that  the  Implementation  of 
this  plan  be  voluntary.  It  must  be  the  re¬ 
sponsibility  of  the  leaders  of  a  designated 
Regional  Program  to  persuade  the  constitu¬ 
ent  users  In  the  region  of  the  benefits  of  the 
system;  the  designation  of  a  Regional  Pro¬ 
gram  should  be  contingent  on  the  willing¬ 
ness  of  the  proposed  Program  to  accept  that 
responsibility.  While  it  will  be  extremely  dif¬ 
ficult  for  most  facilities  to  exist  completely 
outside  the  system(s),  the  American  Blood 
Commission  recognizes  that  some  will  want 
to  try.  The  performance  of  the  system  and 
the  necessity  of  dealing  with  the  Regional 
Programs  to  get  blood  Into  and  out  of  the 
system  should  be  ample  persuasion  to  these 
facilities;  however,  members  of  the  American 
Blood  Commission  will  urge  all  blood  service 
facilities  to  become  part  of  the  system.  Phy¬ 
sicians  may  be  concerned  about  the  use  of 
blood  from  outside  the  system. 


Reporting.  Each  hospital  transfusion  facil¬ 
ity  will  report  Its  Inventory,  Including  dat¬ 
ing  on  each  of  the  units,  to  Its  Regional 
Program  on  a  regular  schedule  to  be  deter¬ 
mined  by  the  Program’s  director.  The  Re¬ 
gional  Program  will  be  responsible  for  all 
decisions  regarding  Inventory  and  will  have 
the  authority  to  move  blood  within  Its  sys¬ 
tem  according  to  the  requirements  of  the 
facilities  that  are  being  served. 

It  is  the  Intent  of  this  plan  to  eliminate 
the  need  for  paid  donors.  During  the  neces¬ 
sary  period  of  transition,  while  paid  donors 
are  needed  in  many  areas,  the  Regional  Pro¬ 
grams  periodically  will  report  the  number 
of  units  of  blood  brought  In  from  other  sys¬ 
tems  or  purchased  from  commercial  sources 
or  donors  to  the  hospital  transfusion  com¬ 
mittees  at  each  of  the  hospitals  It  serves,  to 
the  county  medical  society,  to  the  Executive 
Committee  of  the  American  Blood  Commis¬ 
sion,  and  to  other  Interested  parties  on 
request. 

Blood  banks  and  transfusion  facilities  will 
maintain  adequate  records  on  each  unit  of 
blood  or  components  drawn  or  received.  Rec¬ 
ords  on  any  given  unit  of  blood  will  be  avail¬ 
able  at  the  blood  bank  where  the  blood  was 
drawn  and  at  the  facility  where  the  blood  was 
administered.  The  records  will  Include  the 
final  disposition  of  every  unit  drawn  and  any 
adverse  reactions  that  may  have  been  asso¬ 
ciated  with  the  administration  of  each  in¬ 
dividual  unit  of  blood.  A  transfusion  facility 
will  organize  Its  files  to  Indicate  groupings  of 
adverse  reactions  according  to  drawing  sta¬ 
tions  and  will  report  adverse  reactions  back 
to  the  drawing  bank  promptly.  Each  draw¬ 
ing  bank  will  report  all  adverse  reactions  re¬ 
ported  to  It  to  the  office  of  the  Executive 
Committee  monthly.  Banks  with  dispropor¬ 
tionately  large  numbers  of  adverse  reactions 
will  be  required  to  improve  their  donor  pool 
and  review  their  procedures  and  equipment. 
Surveyors  reviewing  blood  bank  operations 
will  be  encouraged  to  review  adverse  reaction 
reports  with  the  blood  bank  director  on  every 
visit. 

The  American  Blood  Commission  believes 
that  the  responsibility  for  monitoring  the 
records  and  the  reporting  practices  within 
a  hospital  facility  lies  with  the  hospital  med¬ 
ical  staff,  specifically  the  committee  on 
transfusion.  This  committee  should  serve  as 
a  peer  review  mechanism  monitoring  the  use 
of  blood  In  the  institution,  and  Its  Interest 
should  Include  the  performance  of  its  Re¬ 
gional  Program.  The  American  Blood  Com¬ 
mission  believes  that  the  medical  staff  of 
a  hospital  must  accept  responsibility  for  the 
blood  drawn  or  used  within  the  institution. 

The  American  Medical  Association  urges 
that  the  chief  executive  officer  of  every  blood 
facility  In  every  system  be  a  physician.  How¬ 
ever.  the  director  of  a  Regional  Program 
blood  facility  should  become  an  ex  officio 
member  of  the  transfusion  committees  of  the 
hospital  (s)  his  facility  serves,  and  the  direc¬ 
tor  should  be  represented  at  the  meetings  of 
the  transfusion  committee  (s)  periodically 
whether  he  or  she  be  a  physician  or  not. 

Standards — Inspection  and  Accreditation. 
The  standards  for  all  blood  banks  would 
be  those  of  the  American  Association  of 
Blood  Banka,  the  American  National  Red 
Cross,  and  the  Food  and  Drug  Administra¬ 
tion’s  Bureau  of  Biologies.  The  inspection  and 
accreditation  program  of  the  American  As¬ 
sociation  of  Blood  Banks  together  with  the 
programs  of  the  American  National  Red  Cross 
and  the  College  of  American  Pathologists 
should  be  made  universally  applicable  and 
should  receive  official  recognition.  As  a  prac¬ 
tical  matter  the  highly  trained  professionals 
who  undertake  these  Inspections  cannot  be 
duplicated  by  the  government. 


Exchanges.  All  exchanges  of  blood  between 
facilities  associated  with  different  systems 
will  be  coordinated  and  arranged  by  their 
respective  Regional  Programs  through  the 
Clearinghouse  Program  of  the  American  As¬ 
sociation  of  Blood  Banks  or  the  Central  Ex¬ 
change  of  the  American  National  Red  Cross; 
these  organizations  will  be  responsible  for 
monitoring  the  transfers  of  blood  between 
Regional  Programs.  Since  it  Is  unlikely  that 
many  areas  will  need  more  blood  than  they 
can  potentially  produce,  transfers  of  blood 
between  programs  should  decline  (except  In 
the  event  of  disaster  and  perhaps  for  rare 
types  of  blood)  as  the  organization  begins  to 
function  efficiently.  This  decline  will  be  one 
measure  of  the  organization’s  success. 

Donor  Recruiting.  A  designated  Regional 
Program  will  plan  and  coordinate  all  blood 
drawing  In  the  facilities  it  serves.  It  Is  the 
Program’s  responsibility  to  assure  that  mem¬ 
bers  of  the  •community  can  donate  blood 
without  undue  travel  or  other  inconven¬ 
iences;  it  Is  the  responsibility  of  a  hospital 
service  to  cooperate  by  making  Its  staff  and 
facilities  available  as  needed  in  an  agreed 
upon  program. 

The  expense  of  donor  recruiting  should  be 
Included  as  part  of  the  charge  to  every  pa¬ 
tient  receiving  blood  banks  services.  The 
charges  should  be  high  enough  to  provide 
an  appropriate  budget  for  recruiting  ac¬ 
tivities.  It  a  regional  system  is  not  large 
enough  to  support  adequate  recruiting  ac¬ 
tivities,  it  should  merge  with  another  sys¬ 
tem.  A  community  that  Is  able  to  meet  Its 
blood  needs  with  little  promotional  effort 
will  receive  blood  at  leas  expense  than  a 
more  apathetic  community  that  requires 
high  expenditures  for  recruiting.  All  recruit¬ 
ing  fees  collected  by  hospitals  should  be 
utilized  In  recruiting  efforts  coordinated  with 
the  Regional  Program  that  will  be  responsi¬ 
ble  for  donor  motivation  in  the  area. 

Efforts  to  recruit  volunteer  donors  must  be 
centrally  coordinated  In  a  geographic  area 
and  not  competitive  between  systems.  Every 
organization  endorsing  the  goals  of  the  Na¬ 
tional  Blood  Policy  should  use  Its  Influence 
to  encourage  tills  concept. 

A  non-replacement  fee  may  be  needed  to 
maintain  adequate  supplies  of  blood  within 
a  regional  system.  Such  fees  are  aoceptable 
If  a  local  need  Is  agreed  upon  by  the  majority 
of  the  hospital  facilities  being  served  by  the 
Integrated  Regional  Program.  However,  the 
need  for  a  non-replacement  fee  should  be 
studied  carefully. 

Regional  Governing  Board.  Because  a  Re¬ 
gional  Program  will  be  making  decisions  that 
affect  the  supply  of  blood  available  for  trans¬ 
fusion  to  the  community,  that  control  the 
Inventory  of  blood  In  facilities  for  which 
others  have  more  direct  responsibility,  and 
that  result  in  the  expenditures  of  funds  in¬ 
tended  for  donor  recruiting  and  other  serv¬ 
ices  In  the  entire  region,  it  Is  Imperative  that 
a  panel  of  lay  leaders  be  selected  to  serve  on 
the  board  governing  the  Program’s  activi¬ 
ties  along  with  respesentatlve  directors  of 
the  transfusion  services  and  blood  banks, 
and  physicians  In  the  region.  These  three 
categories  of  board  members  should  be  rep¬ 
resented  In  equal  numbers  on  the  govern¬ 
ing  board  of  the  Program. 

Supply.  The  American  Blood  Commission 
will  accept  no  compromise  of  the  present 
blood  supply.  No  advantage  Is  to  be  gained 
if  supplies  of  blood  and  blood  components 
are  reduced  In  the  process  of  reorganization. 
Adequate  time  must  be  allowed  for  this  Im¬ 
plementation  to  develop  In  an  orderly  man¬ 
ner.  The  Commission  has  no  Interest  In  an 
“appearance"  of  activity;  the  reorganization 
must  be  built  on  the  strength  of  the  present 
system  within  a  time  frame  which  will  allow 
the  system  to  respond  with  a  minimum  of 
disruption. 
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'Hemophilia  and  Other  Chronic  Blood  Dis¬ 
orders.  The  Bureau  of  Biologies  or  the  Na¬ 
tional  Institutes  of  Health  or  the  Social 
Security  Administration  should  establish 
a  substantial  and  continuing  program  budget 
to  take  advantage  of  the  national  media  for 
the  purpose  of  recruiting  blood  donors  and 
to  help  assure  the  blood  needs  of  hemophil¬ 
iacs  and  others  with  chronic  diseases  re¬ 
quiring  blood. 

The  American  Blood  Commission  is  aware 
that  many  details  are  left  here  unresolved. 


While  more  organization  likely  will  improve 
the  quality  of  blood  service,  pluralism  and 
local  control  are  strengths  of  the  present 
blood  service  worth  keeping.  The  different 
traditions,  motivations,  and  state  laws  in  the 
various  parts  of  the  country  require  allow¬ 
ances  for  local  solutions.  The  American  Blood 
Commission  has  confidence  that  blood  banks, 
transfusion  services,  medicine  and  the  citi¬ 
zenry  that  must  provide  the  volunteer  blood 
will  respond  appropriately  to  this  call  for 
action. 


AMERICAN  .BIPOD  COMMISSION 


EXECUTIVE  COMMITTEE 


TASK  FORCES 


ADVISORY 'COUNCIL  OF  REGIONAL 
_ _ PROGRAM  DIRECTORS 


STAFF 


LAY  LEADERS  IN  THE  COMMUNITY 
BLOOD  BANKS  fc  TRANSFUSION  SERVICES 
MEDICAL  SOCIETY 


INTEGRATED  REGIONAL  PROGRAM 


Synopsis  of  public  comments.  In  re¬ 
sponse  to  the  Federal  Register  notice  of 
March  8,  1974,  approximately  250  public 
comments  on  the  proposed  American 
Blood  Commission  plan  were  submitted 
to  the  Department.  The  Department  has 
now  completed  its  review  and  analysis  of 
the  public  comments.  The  synopsis  which 
follows  presents  a  summary  of  the  most 
significant  points  made  by  the  commen¬ 
tators.  A  complete  set  of  individual  com¬ 
ments  may  be  obtained  by  request  to  the 
address  listed  at  the  end  of  this  Federal 
Register  notice. 

The  vast  majority  of  respondents  (over 
75  percent)  appreciate  the  need  to  estab¬ 
lish  an  overview  body  that  could  coordi¬ 
nate  blood  services  on  a  nationwide  basis, 
and  give  either  tacit  or  explicit  support 
to  the  creation  of  such  a  body.  Although 
many  of  these  affirmative  commentators 
thoughtfully  point  out  difficulties  that 
may  lie  ahead,  they  are  nevertheless  per¬ 
suaded  that  a  beginning  has  to  be  made 
somewhere,  and  that  the  American  Blood 
Commission  is  a  concept  worth  trying. 
A  distinct  minority  of  the  respondents 
(under  20  percent)  are  of  the  opinion 
that  the  American  Blood  Commission 
concept  is  not  adequate  to  serve  as  the 
vehicle  for  implementing  the  National 
Blood  Policy.  The  comments  of  those  who 
responded  in  the  negative  range  across 
the  spectrum  of  objections  to  an  Ameri¬ 
can  Blood  Commission,  from  finding  that 
the  Commission  would  undoubtedly  con¬ 
stitute  a  monolithic  creature  spawned  by 
the  Federal  Government’s  unwelcome 
and  unwarranted  intrusion  into  the  blood 
banking  area,  to  finding  that  the  Com¬ 
mission  proposal  is  inadequate  because 
the  Governmental  role  is  neither  strong 
enough  nor  defined  enough. 

Although  support  for  an  American 
Blood  Commission  is  clearly  substantial, 


it  is  also  evident  that  there  are  still  sev¬ 
eral  contentious  Issues  on  which  an  ade¬ 
quate  consensus  has  not  yet  emerged.  The 
first  of  these  contentious  issues  is  the 
question  of  what  precise  method  to  use  in 
designating  regions  nationwide.  Two  al¬ 
ternate  approaches  were  suggested  in  the 
American  Blood  Commission  plan.  Alter¬ 
nate  1  proposes  a  fairly  specific  method 
•f  regionalization,  whereby  the  process  of 
forming  a  regional  program  would  begin 
with  letters  of  intent,  written  by  the 
transfusion  facilities  to  be  served  by  the 
program,  indicating  their  willingness  to 
affiliate  with  the  proposed  region.  Three 
groups  would  be  involved  in  nominating 
a  regional  progam:  the  medical  society, 
blood  banking  and  hospital  transfusion 
service  directors,  and  lay  leaders  in  the 
community.  If  these  three  groups  find 
that  the  proposed  regional  program  is 
satisfactory,  nomination  of  the  prorgam 
would  be  effected  by  having  the  medical 
society  forward  the  letters  of  intent,  with 
a  letter  of  nomination,  to  the  American 
Blood  Commission. 

Alternate  2  proposes  that  the  precise 
method  for  designating  regional  pro¬ 
grams  should  be  determined  by  the  Ex¬ 
ecutive  Committee  of  the  American  Blood 
Commission,  with  advice  from  a  task 
force  on  regionalization. 

The  public  comments  on  this  issue  re¬ 
flect  the  lack  of  a  consensus,  and  demon¬ 
strate  that  there  is  substantial  support 
for  elements  present  in  each  of  the  Alter¬ 
nates.  Many  of  the  respondents  com¬ 
mend  Alternate  1  for  describing  specifi¬ 
cally  how  the  process  of  local  approval 
and  certification  of  a  regional  program 
would  proceed.  Many  of  the  commenta¬ 
tors  also  welcome  the  clarification  pro¬ 
vided  by  Alternate  1  that  the  quality  of 
service  rendered  to  transfusion  facilities 
would  be  included  among  the  criteria  of 


success  for  a  regional  program.  On  the 
other  hand,  many  of  the  respondents 
approve  the  flexibility  that  Alternate  2 
offers  the  Commission  in  choosing  the 
best  approach  to  regionalization. 

The  other  major  unresolved  issue  is  the 
question  of  how  the  Executive  Committee 
of  the  Commission  is  to  be  composed. 
Some  of  the  respondents  feel  that  the 
Executive  Committee  as  proposed  in  the 
plan  provides  inadequate  representation 
for  the  lay  public  who  are  the  donors  and 
consumers  of  blood.  Others  think  that, 
as  proposed,  the  17-member  Executive 
Committee  is  unworkably  large  and 
should  be  pared  down  to  a  smaller  group, 
more  dominated  by  professionals.  These 
conflicting  perspectives  are  also  reflected 
in  differing  views  of  how  the  Commis¬ 
sion  and  its  Executive  Committee  should 
divide  responsibilities  for  policy-setting 
on  the  one  hand,  and  policy  implementa¬ 
tion  on  the  other. 

Response  of  the  Department.  On  the 
basis  of  the  public  comments  synopsized 
above,  and  on  the  basis  of  the  frank  dis¬ 
cussion  that  took  place  at  the  third 
Secretary’s  Conference  on  March  27,  the 
Department  has  concluded  that  there  is 
significant  support  for  the  concept  of  an 
American  Blood  Commission  and  rather 
widespread  appreciation  of  the  need  for 
such  a  pluralistic  body.  Accordingly,  the 
Department  hereby  announces  that  it 
finds  sufficient  merit  in  the  American 
Blood  Commission  concept  to  warrant 
cooperation  with  the  private  sector  in  the 
effort  to  establish  an  American  Blood 
Commission  as  an  overview  body  to  co¬ 
ordinate  blood  service  activities  on  a  na¬ 
tionwide  basis.  It  is  the  Department’s 
clear  understanding  that  the  Commis¬ 
sion  will  be  responsible  for  implementing 
the  National  Blood  Policy  in  the  private 
sector,  that  its  pluralistic  membership 
will  represent  all  affected  segments  of 
society,  and  that  it  will  serve  as  a  locus 
of  accountability  in  blood  banking  and 
as  a  national  forum  for  resolving  major 
issues  related  to  blood  services. 

The  Department’s  decision  to  enter 
into  this  joint  effort  with  the  private  sec¬ 
tor  to  create  an  American  Blood  Com¬ 
mission  does  not  constitute  endorsement 
of  every  provision  contained  in  the  Plan 
that  was  submitted  on  January  31,  and 
published  in  the  Federal  Register  as  a 
proposal.  There  is  still  considerable  dis¬ 
agreement  over  several  significant  is¬ 
sues,  including  the  precise  method  of 
designating  regions,  and  the  exact  com¬ 
position  of  the  Executive  Committee.  The 
Department  has  no  desire  to  preempt  the 
proper  role  of  the  nascent  American 
Blood  Commission  in  resolving  these  is¬ 
sues,  and  we  are  convinced  that  the 
private  sector  spokesmen  will  develop 
still  better  solutions  than  those  that  have 
been  proposed  thus  far. 

With  regard  to  regionalization,  the  De¬ 
partment  finds  that  neither  Alternate  1 
nor  Alternate  2  is  a  fully  adequate  pro¬ 
posal  in  itself.  Alternate  1  has  the  virtue 
of  describing  specifically  how  the  process 
of  local  approval  and  certification  of  a 
regional  program  would  proceed.  It  also 
makes  clear  that  the  quality  of  service 
provided  to  transfusion  facilities  will  be 
included  among  the  criteria  of  success  for 
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a  regional  program.  However,  Alternate 
1  does  not  acknowledge  the  actual  and 
potential  role  of  duly  constituted  au¬ 
thority,  such  as  State  Departments  of 
Health,  in  the  process  of  designating  re¬ 
gional  programs.  This  is  a  significant 
omission,  in  light  of  the  rather  major 
role  played  by  the  Departments  of  Health 
in  several  States,  and,  particularly  the 
future  role  that  some  Departments  of 
Health  will  certainly  play  in  the  course 
of  regionalizing  their  respective  States’ 
blood  banking  facilities.  Alternate  2,  on 
the  other  hand,  has  the  virtue  of  flexi¬ 
bility  in  permitting  the  Commission  to 
determine  and  select  the  best  approach 
to  regionalization.  It.  too.  however,  has 
serious  deficiencies.  It  is  a  vague  and  non¬ 
specific  proposal,  and  offers  no  assurance 
that  a  truly  substantial  approach  will 
emerge.  Moreover,  it  assigns  a  dominant 
role  to  the  Executive  Committee  without 
adequately  defining  how  the  Executive 
Committee  is  to  be  answerable  to  the 
Commission  at  large. 

Since  neither  of  the  Alternates  is 
capable  of  serving  as  the  sole  solution  to 
regionalization,  the  Department  seeks  to 
amalgamate  the  two  Alternates,  retain¬ 
ing  the  strengths  represented  in  each. 
Accordingly,  the  Department  endorses 
the  concepts,  embodied  in  Alternate  1,  of 
strong  local  input  into  the  designation 
of  regions,  and  service  to  transfusion 
facilities  as  one  of  the  criteria  of  success 
for  a  regional  program.  The  Department 
also  endorses  the  concept,  embodied  in 
Alternate  2,  that  more  information  needs 
to  be  gathered  about  potential  methods 
of  regionalization,  that  expert  opinion 
should  be  consulted  in  the  process  of  re¬ 
gionalization,  and  that  the  emerging 
Commission  must  be  allowed  sufficient 
flexibility  in  choosing  a  method  of  des¬ 
ignating  regions.  The  Department,  there¬ 
fore,  urges  that  the  question  of  how  to 
regionalize  be  addressed  by  the  Com¬ 
mission  through  a  suitably  constituted 
task  force  on  regionalization.  To  ensure 
timely  progress  toward  resolving  this 
vital  issue,  the  Department  expects  that 
the  task  force  will  adopt  as  its  first  order 
of  business  the  development  of  a  time¬ 
table  for  submitting  a  regionalization 
proposal.  The  Department  further  ex¬ 
pects  that  the  recommendations  of  the 
task  force  will  ultimately  be  subject  to 
approval  by  the  Commission  generally; 
and  that  the  recommendations  of  the 
task  force  will  include  the  following 
features: 

a.  Local  input  in  designating  a  re¬ 
gional  program; 

b.  Adequacy  of  service  as  a  criterion 
of  success  for  a  regional  program;  and 

c.  Due  regard  for  the  role  of  the 
county  medical  society,  where  appropri¬ 
ate,  and  duly  constituted  authority,  such 
as  the  State  Department  of  Health, 
where  appropriate,  in  certifying  the  re¬ 
gional  program. 

With  regard  to  the  composition  of  the 
Executive  Committee,  the  Department 
believes  that  this  issue  should  be  ad¬ 
dressed  by  the  Commission  Itself,  since 
the  Executive  Committee  will  be  expected 
to  carry  out  the  wishes  of  the  Commis¬ 
sion.  However,  there  are  several  impor¬ 


tant  principles  regarding  the  Executive 
Committee  that  the  Department  finds 
essential.  The  Executive  Committee 
should  serve  to  execute  policy,  whereas 
the  Commission  should  chart  overall  di¬ 
rections  and  formulate  operating  policy 
within  the  framework  of  the  National 
Blood  Policy.  Ultimately,  the  Executive 
Committee  is  the  implementing  limb  of 
the  American  Blood  Commission,  and  the 
Committee  must  be  answerable  to  the 
Commission  as  a  whole.  The  Department 
expects  that  the  final  composition  of  the 
Executive  Committee  will  reflect  the  in¬ 
volvement  of  4  groups:  Blood  banking 
professionals,  hospital  and  medical  pro¬ 
fessionals,  third-party  payers,  and  the 
public  at  large. 

Notwithstanding  the  existence  of  these 
unresolved  issues,  the  Department  rec¬ 
ognizes  that  formation  of  the  American 
Blood  Commission  as  a  coordinating 
body  in  the  private  sector  is  the  sine  qua 
non  for  moving  forward  at  this  time  in 
implementing  the  National  Blood  Policy. 
Once  the  initial  step  of  establishing  an 
American  Blood  Commission  has  been 
taken,  it  will  be  possible  to  deal  ade¬ 
quately  with  the  entire  range  of  blood 
banking  issues  that  require  attention. 
The  Department  will  continue  to  work 
with  the  private  sector  to  see  to  it  that 
these  issues  are  resolved  in  a  satisfactory 
manner.  But  nothing  else  is  so  important 
to  the  success  of  the  private  sector  imple¬ 
mentation  effort  as  the  American  Blood 
Commission  as  a  first  step. 

Inaugural  convention  of  the  American 
Blood  Commission  and  formation  of  Ad 
Hoc  Committee  to  establish  the  Ameri¬ 
can  Blood  Commission .  Establishment  of 
the  American  Blood  Commission  will  re¬ 
quire  considerable  preparatory  work. 
Various  groups  in  the  private  sector  have 
called  on  the  Department  to  sponsor  the 
activities  and  the  specific  planning 
needed  to  bring  the  Commission  into 
being.  Officials  of  the  Department  feel 
that  it  would  be  appropriate  for  the  Fed¬ 
eral  Government  to  continue  to  play  a 
catalytic  role  in  the  formation  of  an 
American  Blood  Commission,  so  long  as 
this  is  done  without  usurping  the  proper 
functions  of  the  private  sector,  and  so 
long  as  it  is  borne  clearly  in  mind  that 
the  American  Blood  Commission  must 
remain  a  private  sector  undertaking.  Ac¬ 
cordingly,  the  Department  agrees  that 
the  inaugural  convention  of  the  Ameri¬ 
can  Blood  Commission  shall  be  convened 
under  the  auspices  of  the  Department. 

In  order  to  make  necessary  arrange¬ 
ments  to  ensure  the  success  of  the  inau¬ 
gural  convention,  it  is  essential  that  the 
private  sector  form  an  ad  hoc  committee 
to  establish  the  American  Blood  Com¬ 
mission,  and  select  a  suitable  chairman 
to  guide  the  committee’s  activities.  The 
Department  will  encourage  the  private 
sector’s  efforts  to  form  this  committee. 
The  ad  hoc  committee  shall  consist  of  13 
members,  in  addition  to  the  chairman, 
and  shall  be  composed  of  one  representa¬ 
tive  from  each  of  the  following:  Council 
of  Community  Blood  Centers;  American 
National  Red  Cross;  American  Associa¬ 
tion  of  Blood  Banks;  American  Medical 
Association;  American  Hospital  Associa¬ 


tion;  American  Society  of  Clinical  Path¬ 
ologists;  College  of  American  Patholo¬ 
gists;  Blue  Cross  Association;  Pharma¬ 
ceutical  Manufacturers  Association;  Na¬ 
tional  Hemophilia  Foundation;  and 
three  additional  lay  groups,  to  be  se¬ 
lected  shortly.  The  chairman  shall  be  an 
individual  with  proven  administrative 
abilities,  and  with  no  commitments  to 
any  of  the  organizations  represented  on 
the  committee.  Once  this  ad  hoc  com¬ 
mittee  is  formed  by  the  private  sector, 
the  Department  will  seek  to  cooperate 
and  will  consider  providing  financial  sup¬ 
port  for  the  activities  of  the  ad  hoc  com¬ 
mittee  in  this  planning  phase. 

It  shall  be  the  responsibility  of  the 
ad  hoc  committee  to  make  all  necessary 
preparations  for  the  inaugural  conven¬ 
tion  of  the  American  Blood  Commission. 
The  ad  hoc  committee  will  be  expected 
to  accomplish  the  following  tasks: 

1.  Write  a  draft  charter  for  the  Ameri¬ 
can  Blood  Commission.  This  draft  char¬ 
ter  is  to  be  presented,  discussed,  modified 
as  appropriate,  and  then  ratified  at  the 
Inaugural  convention.  The  draft  charter 
may  borrow,  where  appropriate,  from  the 
draft  American  Blood  Commission  plan, 
and  should  contain  at  least  the  following : 

a.  Preamble — purposes  (goals),  func¬ 
tions  (objectives) ; 

b.  Structure  of  the  Commission  (or¬ 
ganization)  ; 

c.  Criteria  for  membership  In  the  Com¬ 
mission; 

d.  Executive  Committee:  composition 
and  tenure; 

e.  Frequency  of  meetings:  American 
Blood  Commission  and  Executive  Com¬ 
mittee; 

f.  Tasks  and  Implementing  actions  of 
the  Commission/Committee,  defined  In 
terms  of  elements  of  the  National  Blood 
Policy; 

g.  Designation  of  task  forces  as  infor¬ 
mation-gathering  instruments; 

h.  Mechanism  for  altering  the  charter; 

1.  Financing  of  the  American  Blood 
Commission; 

j.  Officers; 

k.  Staff; 

2.  Determine  logistics  of  the  inaugural 
convention  (when  and  where) ; 

3.  Draw  up  a  list  of  Invitees  and  select 
the  mechanism  for  announcing  the  in¬ 
augural  convention; 

4.  Establish  rules  of  participation  In 
the  Inaugural  convention; 

5.  Draft  an  agenda; 

6.  Propose  funding  of  the  convention; 

7.  Provide  for  recording  of  the  con¬ 
vention  proceedings; 

8.  Propose  the  legal  status  of  the  Am¬ 
erican  Blood  Commission;  and 

9.  Establish  working  groups  to  accom¬ 
plish  all  of  the  above. 

Several  points  deserve  particular  em¬ 
phasis  at  this  time.  The  Department  will 
consider  financially  supporting  the  activ¬ 
ities  of  the  ad  hoc  committee  during  the 
planning  phase.  In  doing  so,  the  De¬ 
partment  Intends  to  demonstrate  its 
commitment  to  Implementation  of  the 
National  Blood  Policy,  and  to  fruitful 
cooperation  wltt  the  private  sector.  The 
Department  does  not  intend  thereby  to 
dominate  the  workings  of  the  ad  hoc 
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committee,  nor  to  underwrite  the  on¬ 
going  operations  of  the  American  Blood 
Commission.  The  Department  fully  ex¬ 
pects  that  the  private  sector  organiza¬ 
tions,  recipients  of  blood  services,  and 
third-party  payers  will  bear  most  of  the 
costs  of  operating  regional  programs  and 
maintaining  the  American  Blood  Com¬ 
mission.  Nevertheless,  the  Department 
recognizes  the  community’s  shared  re¬ 
sponsibility  to  maintain  an  adequate 
supply  of  blood,  and  to  educate  the  mem¬ 
bers  of  the  community  to  that  responsi¬ 
bility.  Inasmuch  as  all  Americans  will 
benefit  from  an  improved  nationwide 
blood  service  system,  and  will  gain  there¬ 
from  the  assurance  that  high  quality 
blood  will  be  available  when  they  need 
it,  it  is  appropriate  for  the  Department 
to  consider  offering  financial  support  for 
starting  up  the  Commission  and  for 
partial  maintenance  of  such  campaigns 
to  educate  the  public  as  may  be  needed. 
In  the  main,  however,  the  American 
Blood  Commission  and  the  blood  service 
system  generally  should  be  self-support¬ 
ing  with  regard  to  ongoing  operations. 

The  precise  nature  of  the  relationship 
between  the  Federal  Government  and 
the  American  Blood  Commission  will 
come  into  sharper  focus  as  the  ad  hoc 
committee  progresses  with  its  tasks,  and 
as  the  Commission  comes  into  being. 
Although  the  Department  expects  the 
ad  hoc  committee  to  consider  how  the 
Commission  should  relate  to  the  Depart¬ 
ment,  this  is  Intended  to  foster  creative 
and  critical  thinking  on  the  part  of  the 
ad  hoc  committee,  and  not  to  commit  the 
Federal  Government  to  a  particular 
course  of  action.  The  Department  does 
have  some  broad  guidelines  on  this  sub¬ 
ject.  The  Department  has  no  wish  to  be¬ 
come  deeply  involved  in  blood  banking 
operations  and.  Indeed,  the  entire  im¬ 
plementation  strategy  from  which  the 
American  Blood  Commission  proposal 
has  issued  is  based  on  a  fervent  desire 
to  let  the  private  sector  do  what  it  knows 
best.  As  long  as  the  American  Blood 
Commission  and  the  ad  hoc  committee 
remain  faithful  to  the  principles  of  the 
National  Blood  Policy  and  the  expecta¬ 
tions  for  Implementing  the  Policy  that 
the  Department  has  articulated,  the  Fed¬ 
eral  Government  will  be  pleased  to  co¬ 
operate  with  the  private  sector,  and  to 
tailor  Federal  actions  to  be  complemen¬ 
tary  to  those  of  the  American  Blood 
Commission.  The  reader  is  Implored  to 
understand  clearly  that  this  Federal 
Register  notice  and  the  announcement 
of  the  Department’s  response  do  not  con¬ 
stitute  rulemaking  or  regulation  setting. 
Rather,  the  Department  is  engaged  hi 
trying  to  fashion  a  partnership  with  the 
private  sector  to  promote  and  protect  the 
health  of  all  the  people  of  the  United 
States. 

Documents  available  on  request. 
Copies  of  the  following  documents  may 
be  obtained  by  writing  to:  Eh.  Ian  A. 
Mitchell  or  Dr.  James  L  Cleeman,  Of¬ 
fice  of  the  Assistant  Secretary  for 
Health,  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  Room  17-A-43,  Park- 
lawn  Building,  5600  Fishers  Lane,  Rock¬ 
ville,  Md.  20852. 


This  Federal  Register  Notice. 

Federal  Register  Notice  ol  March  8, 1074. 

Public  Comments  on  the  American  Blood 
Commission  Plan. 

Transcripts  of  the  three  Secretary’s  Con¬ 
ferences  on  the  National  Blood  Policy. 

Dated:  September  3, 1974. 

Theodore  Cooper, 

Acting  Assistant  Secretary  for  Health. 

Appendix 

BLOOD  BANKING 

Major  Findings  by  HEW  Task  Force 

July  1973. 

Introduction.  The  following  Is  a  brief  over¬ 
view  of  blood  banking  In  the  United  States. 

It  draws  primarily  upon  the  work  of  the 
lntra -departmental  Blood  Banking  Task 
Force.  The  Task  Force  In  turn  drew  upon  a 
variety  of  Information  sources,  but.  In  par¬ 
ticular,  utilized  the  findings  of  an  extensive 
study  done  under  contract  with  the  National 
Heart  and  Lung  Institute  (NHLI’s  Blood  Re¬ 
source  Studies) . 

The  Blood  Service  Complex.  The  Blood 
Service  Complex  In  the  United  States  Is  the 
assemblage  of  organizations  and  Institutions 
that  acquire,  process,  store,  deliver  and  ad¬ 
minister  blood  and  a  variety  of  blood  prod¬ 
ucts.  We  estimate  the  gross  annual  Income 
of  this  Industry  exceeds  $600,000,000. 

Although  the  Blood  Service  Complex  has 
provided  essential  services  and  products.  It 
has  not  consistently  maintained  an  adequate 
supply  or  achieved  the  highest  attainable 
quality  of  blood  therapy.  In  part,  this  situa¬ 
tion  has  developed  because  of  undue  reliance 
upon  commercial  donors,  and  because  the  na¬ 
tional  resource  has  not  been  managed  effec¬ 
tively. 

The  Complex  collects  a  total  of  about  8.8 
million  units  of  whole  blood  per  year  for 
transfusion.  Approximately  39  A  percent  Is 
obtained  by  the  American  National  Red 
Cross;  29  percent  by  community  blood  banks; 
18  percent  by  hospitals;  11  percent  by  com¬ 
mercial  blood  banks,  and  2.6  percent  by  the 
military.  (Table  1). 

We  estimate  that  approximately  25  percent 
of  this  blood  Is  never  transfused,  and  that 
the  vast  majority  of  these  non-traasfused 
units  are  wasted  through  outdatlng.  Under 
optimal  conditions  this  rate  could  be  re¬ 
duced  to  5  to  10  percent. 

The  Hepatitis  problem.  Approximately  10 
to  15  percent  of  the  total  whole  blood  and 
blood  component  supply  Is  obtained  from 
commercial  donors.  This  blood  accounts  for 
about  26  to  45  percent  of  posttransfusion 
hepatitis  because  commercial  donors  present 
a  relatively  high  risk  of  transmitting  hepa¬ 
titis.  Nationwide  reporting  of  hepatitis  of 
any  origin  or  type  Is  unreliable.  Nevertheless, 
several  carefully  conducted  studies  strongly 
suggest  that  there  are  about  17,000  cases  of 
overt  posttransfusion  hepatitis  per  year,  and 
about  860  deaths  from  this  disease.  We  esti¬ 
mate  that  there  are  over  100,000  total  cases 
of  posttransfusion  hepatitis  when  we  Include 
subclinical  cases. 

Cost  of  hepatitis.  The  long-term  sequelae 
of  posttransfusion  hepatitis  In  the  surviving 
overt  and  subclinical  cases  are  not  fully 
known.  However,  persons  with  overt  post- 
transfusion  hepatitis  are  frequently  severely 
ill  and  incapacitated  for  weeks  to  several 
months.  The  average  hospital  stay  for  such 
patients  Is  about  28  days.  From  an  economic 
standpoint,  we  estimate  that  the  problem 
of  overt  poBttranBfu8ion  hepatitis  costs  the 
nation  about  $86  million  per  year.  The  costs 
In  terms  of  human  suffering  are  Immeasur¬ 
able. 

Blood  Resource  Management  and  Use.  Re¬ 
liance  on  commercially  acquired  blood 


evolved  and  continues  where  voluntary  blood 
collectors  fall  to  plan  and  manage  donor  re¬ 
cruitment  and  retention  In  an  optimally 
effective  way.  Now,  approximately  6  million 
donors,  both  commercial  and  voluntary, 
maintain  the  nation’s  blood  supply.  However, 
an  estimated  90  to  100  million  persons  are 
eligible  to  donate.  Many  communities  which 
have  effective  donor  recruitment  campaigns 
have  found  that  they  can  satisfy  all  their 
needs  using  voluntary  donors  alone. 

Once  collected,  the  blood  resource  is  man¬ 
aged  poorly,  placing  an  unnecessary  burden 
on  the  supply  system.  Inventory  control 
and  inter-organizational  sharing  of  this 
perishable  material  are  Inadequate.  Whole 
blood  is  not  used  with  sufficient  discretion  In 
treatment.  A  unit  of  whole  blood  is  made 
up  of  various  components.  Including  red 
cells,  white  cells,  platelets,  and  plasma, 
which  can  be  used  to  meet  the  specific  needs 
of  several  patients.  The  red  cell  component 
Is  used  In  about  20-25  percent  of  trans¬ 
fusions,  but  experts  suggest  that  red  cells, 
rather- than  whole  blood,  should  be  used  in 
about  70  percent  of  cases. 

There  is  evidence  of  unnecessary  trans¬ 
fusions;  transfusion-associated  risks  (hepa¬ 
titis  and  others)  can  outweigh  the  benefits 
of  the  transfusion. 

Extension  of  the  shelf  life  of  red  blocd 
cells  has  been  proposed  as  a  means  to  reduce 
stress  on  the  blood  supply.  At  present,  the 
only  feasible  approach  to  extending  shelf 
life  lies  In  developing  better  preservatives. 
Work  on  this  Is  proceeding,  and  the  shelf 
life  of  whole  blood  may  be  extended  beyond 
the  current  limit  of  21  days. 

Standards  of  blood  banking  practice  vary 
from  region  to  region  and  from  city  to  city. 
Inspection  of  many  intrastate  blood  banks 
has,  until  now,  been  Inadequate  or  non¬ 
existent.  (Recent  action  by  the  FDA  should 
Improve  this  situation,  infra.)  There  is  no 
Information  system  which  can  provide  the 
basic  data  needed  for  Intelligent  manage¬ 
ment  and  use  of  the  national  blood  resource. 
Particularly  troublesome  Is  the  lack  of  In¬ 
formation  on  the  fate  of  each  unit  of  blood 
drawn,  the  Incidence  of  posttransfuslon 
hepatitis  a»d  other  adverse  consequences, 
and  the  outcomes  of  transfusion  therapy. 

Froaen  red  cells.  Freezing  has  potential  as 
a  means  of  preserving  red  blood  cells.  This 
technique  is  of  crucial  Importance  to  per¬ 
sons  with  exceedingly  rare  blood  types  for 
whom  It  Is  difficult  or  almost  impossible  to 
find  suitable  donors.  These  Individuals  may 
place  their  red  blood  cells  In  frozen  storage 
for  Indefinite  periods,  and  have  them  avail¬ 
able  in  times  of  need.  However,  freezing  as 
a  means  of  reducing  the  wastage  of  red 
blood  cells  through  outdatlng  Is  feasible  only 
at  certain  centers  under  certain  special 
circumstances. 

Frozen  red  blood  cells  do  not  transmit  as 
much  hepatitis  as  red  cells  stored  at  refrig¬ 
erated  temperatures.  Reduction  in  hepatitis 
transmlsslbillty  appears  to  be  related  to  the 
washing  process  required  to  remove  the 
freezing  medium  during  thawing,  and  not 
to  the  freezing  or  frozen  state  itself.  Cur¬ 
rently,  washing  of  red  cells  is  not  an  effective 
method  for  hepatitis  control,  but  its  poten¬ 
tial  Is  being  explored  through  research. 

Large  supplies  of  frozen  red  cells  are  ex¬ 
pensive  to  maintain  because  of  the  tech¬ 
nological  complexities  Involved.  Frozen  red 
blood  cells  cannot  be  provided  Immediately 
upon  demand,  because  the  thawing  and 
washing  process  requires  from  1  to  2  hours. 
Uhder  present  conditions  the  red  cells  must 
then  be  used  within  24  hours  or  be  discarded. 
A  major  capital  Investment,  extensive  per¬ 
sonnel  training,  further  research,  and  tech¬ 
nological  developmet  would.  In  any  case,  be 
required  for  frozen  red  cells  to  be  considered 
a  major  factor  In  the  blood  supply  system. 
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Blood  components.  The  medical  demand 
tor  red  blood  cells  as  distinguished  from 
other  blood  components  sets  the  pace  for 
collection  of  whole  blood.  Patients  who  need 
red  cells  often  do  not  need  the  other  com¬ 
ponents  of  whole  blood.  If  red  cells  were 
given  In  place  of  whole  blood,  the  leftover 
plasma  could  then  be  fractionated  into 
needed  plasma  derivatives.  Plasma  deriva¬ 
tives  are  parts  of  blood  that  are  usually  sep¬ 
arated  by  chemical  processes.  They  are  gen¬ 
erally  prepared  from  large  batches  or  pools 
of  plasma  in  a  manufacturing  plant.  (See 
Flow  Chart). 

Most  plasma  for  fractionation  is  now  ac¬ 
quired  through  plasmapheresis.  Less  plasma¬ 
pheresis  would  be  needed  if  blood  compo¬ 
nents  were  efficiently  conserved  and  utilized. 
The  bankers  of  whole  blood  and  fractionators 
have  not  set  up  the  machinery  necessary  to 
recover  and  fully  utilize  plasma  available 
from  blood  separated  into  components  and 
from  outdated  whole  blood. 

For  numerous  reasons,  those  engaged  in 
large  scale  plasma  fractionation  find  it 
advantageous  to  pool  the  plasma,  which  may 
come  from  as  many  as  1,000  donors.  Some 
of  this  plasma  may  come  from  populations 
with  high  indigenous  rates  of  hepatitis,  and 
it  only  takes  one  unit  to  contaminate  the 
pool.  Although  the  plasma  fractionation 
process  destroys  or  removes  the  hepatitis 
agents  in  or  from  some  of  the  products,  they 
remain,  for  example,  in  the  blood  fraction 
used  to  treat  hemophiliacs.  As  a  result,  many 
of  the  nation’s  25,500  moderate  and  severe 
hemophiliacs  acquire  hepatitis  at  an  early 
stage  in  their  lifelong  treatment. 

Plasma  collectors  as  well  as  fractionators 
(usually  large  pharmaceutical  firms)  have 
extended  the  plasma  market  to  foreign  coun¬ 
tries  in  their  search  for  a  cheap  and  plentiful 
supply  of  plasma.  About  one-fifth  of  the  VS. 
supply  of  plasma  is  from  foreign  sources. 

Efficient  management  of  the  Blood  Service 
Complex  coupled  with  increased  use  of  com¬ 
ponent  therapy  could  eliminate  reliance  on 
overseas  sources  of  plasma.  (See  Table  2.) 

Access.  Paying  for  blood  products  and  serv¬ 
ices  can  be  a  very  substantial  burden  to  the 


patient.  In  some  cases  the  total  charges  for  a 
unit  of  blood  may  run  as  high  as  $120.  To 
cover  these  charges,  there  exist  a  wide 
variety  of  assurance  and  insurance  plans 
with  differing  benefits  for  blood.  Credits 
obtained  for  donation  of  blood  in  one  locale 
may  not  be  honored  in  another. 

Blood  is  expensive,  in  part,  because 
charges  are  imposed  which  bear  no  dis¬ 
cernible  rational  relationship  to  costs.  An 
especially  glaring  example  is  the  non-replace¬ 
ment  penalty.  Its  supporters  contend  that 
this  penalty  is  essential  as  an  inducement  to 
“voluntary"  donation,  while  its  detractors 
maintain  that  it  promotes  the  purchase  of 
blood  from  donors  and  is  used  primarily  as 
a  source  of  Income  for  the  blood  bank.  What¬ 
ever  the  justification  for  its  existence,  the 
non-replaoement  penalty  is  not  related  to 
actual  costs,  yet  constitutes  a  substantial 
portion  of  the  patient’s  charges.  This  burden 
falls  especially  heavily  on  the  elderly  and 
others  without  friends  or  relatives  who  can 
readily  donate  replacement  units.  The  lack 
of  consistency  and  clear  rationality  in 
methods  of  donor  recruitment  and  in 
arrangements  for  charging  patients  con¬ 
tributes  to  confusion  in  the  mind  of  the 
public  and  may  well  discourage  voluntary 
donors. 

In  addition,  all  these  charges  are  a  con¬ 
siderable  expense  to  the  Federal  Government. 
Medicare  beneficiaries  now  receive  about  one 
quarter  of  all  blood  transfused  in  the  United 
States.  The  Social  Security  Administration 
spends  approximately  $17  million  per  year 
on  the  services  associated  with  providing 
blood  transfusions  and  $26  million  to  pur¬ 
chase  blood.  This  latter  figure  represents 
charges  for  the  purchase  of  all  non-replaced 
blood  beyond  the  first  three  units  per 
beneficiary. 

Hemophilia.  A  word  of  explanation  is  due 
on  the  problems  of  patients  with  hemophilia 
and  other  diseases  requiring  expensive  prod¬ 
ucts  on  a  continuing  basis.  The  recent  Sum¬ 
mary  Report  of  the  National  Heart  and  Lung 
Institute’s  Blood  Resource  Studies  clearly 
shows  that  the  burden  of  hemophilia,  both 
in  terms  of  dollar  costs  and  the  quality  of 


life,  is  enormous.  Furthermore,  the  crises 
experienced  by  hemophiliacs,  together  with 
the  sequelae,  add  greatly  to  the  financial 
dependency  of  hemophiliacs. 

The  Current  Federal  Role  in  the  Blood 
Service  Complex.  In  addition  to  its  role  as  a 
third-party  payer  for  blood  services  and 
products,  the  Federal  government  performs 
several  other  Important  functions  in  the 
Blood  Service  Complex.  The  Federal  govern¬ 
ment  regulates  blood,  blood  products,  and 
blood  banking  activities,  including  plasma¬ 
pheresis  and  plasma  fractionation,  through 
the  Bureau  of  Biologies  (BoB)  in  the  Food 
and  Drug  Administration  (formerly),  the 
Division  of  Biologies  Standards  in  the  Na¬ 
tional  Institutes  of  Health — transferred  July 
1,  1972).  Federal  regulation  has,  until  now. 
been  limited  to  interstate  commerce,  leaving 
15  percent  of  collected  whole  blood  to  State 
regulation  only,  and  21  percent  without  reg¬ 
ulation  of  any  kind.  On  January  31,  the  Food 
and  Drug  Administration  published  revised 
regulations  requiring  all  blood  banks,  in¬ 
cluding  intrastate  facilities,  to  register  with 
the  Bureau  of  Biologies  by  April  3,  1973,  and 
to  undergo  biennial  Federal  inspection.  Ap¬ 
proximately  6,000  blood  banks  have  complied 
with  this  registration  requirement.  Through 
this  and  other  measures,  BoB  has  acted  to 
improve  blood  services,  and  to  extend  Fed¬ 
eral  regulation  to  include  significant  intra¬ 
state  blood  banking  activities. 

The  Federal  government  has  been  a  major 
source  of  support  for  research  on  blood,  pri¬ 
marily  through  the  National  Heart  and  Lung 
Institute's  National  Blood  Resource  Program, 
which  anticipated  spending  $6.5  million  this 
fiscal  year.  In  addition,  other  Institutes  of 
the  National  Institutes  of  Health,  the  Health 
Services  and  Mental  Health  Administration, 
and  the  Department  of  Defense  conduct  or 
support  programs  of  research.  Muoh  of  the 
actual  research  takes  place  in  the  private 
sector. 

Finally,  the  Federal  government  acts  as  a 
provider  of  blood  services  in  programs  of  di¬ 
rect  care,  such  as  those  of  the  Veterans  Ad¬ 
ministration,  Department  of  Defense,  and  the 
Indian  Health  Service  Hospitals. 


Table  1 

COLLECTIONS*  OP  WHOLE  BLOOD  BY  LICENSED  AND  UNLICENSED 
SECTORS  OP  THE  BLOOD  SERVICE  COMPLEX 
(In  Units) 


COMMUNITY 

RED  CROSS 

flE&SEESI 

TOTAL 

TOTAL 

-  2,558,700 

964,000 

3,480,000 

1,879,300 

217,700 

8,799,700 

FEDERAL  LICENSE  ONLY 

791,100 

346,100 

2,331,800 

’  161,900 

3,620,700 

STATE  LICENSE  ONLY 

784,700 

248,800 

0 

360,700 

- 

1 ,353,900 

BOTH 

414,800 

361,100 

1,148,400 

91.200 

- 

2,005,500 

NEITHER 

888,100 

18,300 

0 

968,600 

'  217.700 

1619^00 

*PrQD)  National  Heart  arid  Lung  Institute's  Blood  Resource  Studies,  June  30,  1072. 
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National  Academy  of  Sciences,  National  Research  Connell;  October  1970 


Table  2 


TABLE  DEPICTING  POTENTIAL  TOR  QUANTITATIVE  BENEFITS  IN  AN  OPTIMALLY  INTEGRATED  BLOOD  SERVICE  COMTEK!, 

ASSUMING  CERTAIN  NATIONWIDE  RATES  OF  OUTDATING  OF  BLOODS 

Reductions  In  Collections  of  blood  needed  to  meet  current  demands  for  transfused  units  of  red  cells, 

costs  associated  with  discard  of  outdated  blood,  and  amounts  of  plasma  available  for  component  and  derivative  therapy 


If,  in  addition, . 
component  therapy ‘iat 

22Z  SOZ  7  OX 

(1)  If  outdatlne  on  a 
nationwide  basis  1st 

(2)  Then  collections,  to  meet  the 
demand  for  6.4M  transfused .units 
of  red  cells,  must  total: 

(3)  And  cost*  of 
outdating  la: 

then  available  plasma**  is: 

27Z 

8.8M  units 

$36M. 

3.8M 

S.6M 

6.9K 

15Z 

7.6M  units 

$18M 

2.6M 

4.  AM 

5.7M 

10Z 

7.2M  units 

$12M 

2.2M 

4.  OH 

5.3H 

5Z 

6.8M  units 

$  6M*** 

1,8M 

3.6M 

4.9M 

i 

cn 


.1 

*The  cost  of  outdating  a  unit  of  blood  la  taken  to  be  approximately  $15.  This  is  a  conservative  estimate  of  the  costs  Involved  in 
collecting,  processing,  and  distributing  a  unit  of  blood  and  accords  veil  with  the  experience  of  the  American  National  Red  Cross. 

Total  coat  of  outdating  equals  the  number  of  unit's  outdated  times  $15, 

**Plasma,  in  units,  available  for  further  utilisation  is  the  sum  of  outdated  units. plus  units  actually  separated  into  components. 

This  assumes  that  all  outdated  units  are  returned  for  salvage  of  plasma.  If  component  therapy  la  22Z,  fresh  plasma  volume  for  use  in 
the  preparation  of  plasma  derivatives.  Including  those  needed  by  hemophiliacs,  equals  1.4M  units.  Correspondingly,  If  component  therapy 
Is  SOZ,  fresh  plasma  volume  is  3.2M  units  and,  similarly,  if  component  therapy  is  70Z,  fresh  plasma  is  4.5M  units, 

***it  should  be  noted  that  there  is  a  level  of  outdating  which  is  necessary  to  assure  a  surplus  of  supply  over  demand  and  to  avoid  shortages. 
The  optimal  nationwide  level  of  outdating  remains  to  be  determined,  but  a  rate  of  SZ  has  been  achieved  in  highly  organized  regional  systems. 
The  cost  of  outdating,  as  presented  in  the  table',  is  therefore  the  cost  of  total  outdating,  not  the  cost  of  excess  or  unnecessary  outdating. 
Which  la  probably  about  $6M  less  (since  a  5Z  level  may  well  be  necessary). 
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